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Program sponsor means the person 
named in the application for certifi-
cation described in § 8.11(b) as respon-
sible for the operation of the opioid 
treatment program and who assumes 
responsibility for all its employees, in-
cluding any practitioners, agents, or 
other persons providing medical, reha-
bilitative, or counseling services at the 
program or any of its medication units. 
The program sponsor need not be a li-
censed physician but shall employ a li-
censed physician for the position of 
medical director. 

Registered opioid treatment program 
means an opioid treatment program 
that is registered under 21 U.S.C. 
823(g). 

Short-term detoxification treatment 
means detoxification treatment for a 
period not in excess of 30 days. 

State Authority is the agency des-
ignated by the Governor or other ap-
propriate official designated by the 
Governor to exercise the responsibility 
and authority within the State or Ter-
ritory for governing the treatment of 
opiate addiction with an opioid drug. 

Treatment plan means a plan that 
outlines for each patient attainable 
short-term treatment goals that are 
mutually acceptable to the patient and 
the opioid treatment program and 
which specifies the services to be pro-
vided and the frequency and schedule 
for their provision. 

§ 8.3 Application for approval as an ac-
creditation body. 

(a) Eligibility. Private nonprofit orga-
nizations or State governmental enti-
ties, or political subdivisions thereof, 
capable of meeting the requirements of 
this part may apply for approval as an 
accreditation body. 

(b) Application for initial approval. 
Three copies of an accreditation body 
application form [SMA–163] shall be 
submitted to SAMHSA at rm. 12–105, 
5600 Fishers Lane, Rockville, MD 20857, 
and marked ATTENTION: OTP Certifi-
cation Program. SAMHSA will con-
sider and accept the electronic submis-
sion of these materials when electronic 
submission systems are developed and 
available. Accreditation body applica-
tions shall include the following infor-
mation and supporting documentation: 

(1) Name, address, and telephone 
number of the applicant and a respon-
sible official for the accreditation 
body. The application shall be signed 
by the responsible official; 

(2) Evidence of the nonprofit status 
of the applicant (i.e., of fulfilling Inter-
nal Revenue Service requirements as a 
nonprofit organization) if the applicant 
is not a State governmental entity or 
political subdivision; 

(3) A set of the accreditation ele-
ments or standards and a detailed dis-
cussion showing how the proposed ac-
creditation elements or standards will 
ensure that each OTP surveyed by the 
applicant is qualified to meet or is 
meeting each of the Federal opioid 
treatment standards set forth in § 8.12; 

(4) A detailed description of the ap-
plicant’s decisionmaking process, in-
cluding: 

(i) Procedures for initiating and per-
forming onsite accreditation surveys of 
OTPs; 

(ii) Procedures for assessing OTP per-
sonnel qualifications; 

(iii) Copies of an application for ac-
creditation, guidelines, instructions, 
and other materials the applicant will 
send to OTPs during the accreditation 
process, including a request for a com-
plete history of prior accreditation ac-
tivities and a statement that all infor-
mation and data submitted in the ap-
plication for accreditation is true and 
accurate, and that no material fact has 
been omitted; 

(iv) Policies and procedures for noti-
fying OTPs and SAMHSA of defi-
ciencies and for monitoring corrections 
of deficiencies by OTPs; 

(v) Policies and procedures for sus-
pending or revoking an OTP’s accredi-
tation; 

(vi) Policies and procedures that will 
ensure processing of applications for 
accreditation and applications for re-
newal of accreditation within a time-
frame approved by SAMHSA; and 

(vii) A description of the applicant’s 
appeals process to allow OTPs to con-
test adverse accreditation decisions. 

(5) Policies and procedures estab-
lished by the accreditation body to 
avoid conflicts of interest, or the ap-
pearance of conflicts of interest, by the 

VerDate Aug<04>2004 00:33 Oct 19, 2004 Jkt 203174 PO 00000 Frm 00057 Fmt 8010 Sfmt 8010 Y:\SGML\203174T.XXX 203174T



58 

42 CFR Ch. I (10–1–04 Edition) § 8.3 

applicant’s board members, commis-
sioners, professional personnel, con-
sultants, administrative personnel, and 
other representatives; 

(6) A description of the education, ex-
perience, and training requirements for 
the applicant’s professional staff, ac-
creditation survey team membership, 
and the identification of at least one li-
censed physician on the applicant’s 
staff; 

(7) A description of the applicant’s 
training policies; 

(8) Fee schedules, with supporting 
cost data; 

(9) Satisfactory assurances that the 
body will comply with the require-
ments of § 8.4, including a contingency 
plan for investigating complaints 
under § 8.4(e); 

(10) Policies and procedures estab-
lished to protect confidential informa-
tion the applicant will collect or re-
ceive in its role as an accreditation 
body; and 

(11) Any other information SAMHSA 
may require. 

(c) Application for renewal of approval. 
An accreditation body that intends to 
continue to serve as an accreditation 
body beyond its current term shall 
apply to SAMHSA for renewal, or no-
tify SAMHSA of its intention not to 
apply for renewal, in accordance with 
the following procedures and schedule: 

(1) At least 9 months before the date 
of expiration of an accreditation body’s 
term of approval, the body shall inform 
SAMHSA in writing of its intent to 
seek renewal. 

(2) SAMHSA will notify the applicant 
of the relevant information, materials, 
and supporting documentation required 
under paragraph (b) of this section that 
the applicant shall submit as part of 
the renewal procedure. 

(3) At least 3 months before the date 
of expiration of the accreditation 
body’s term of approval, the applicant 
shall furnish to SAMHSA three copies 
of a renewal application containing the 
information, materials, and supporting 
documentation requested by SAMHSA 
under paragraph (c)(2) of this section. 

(4) An accreditation body that does 
not intend to renew its approval shall 
so notify SAMHSA at least 9 months 
before the expiration of the body’s 
term of approval. 

(d) Rulings on applications for initial 
approval or renewal of approval. (1) 
SAMHSA will grant an application for 
initial approval or an application for 
renewal of approval if it determines the 
applicant substantially meets the ac-
creditation body requirements of this 
subpart. 

(2) If SAMHSA determines that the 
applicant does not substantially meet 
the requirements set forth in this sub-
part. SAMHSA will notify the appli-
cant of the deficiencies in the applica-
tion and request that the applicant re-
solve such deficiencies within 90 days 
of receipt of the notice. If the defi-
ciencies are resolved to the satisfac-
tion of SAMHSA within the 90-day 
time period, the body will be approved 
as an accreditation body. If the defi-
ciencies have not been resolved to the 
satisfaction of SAMHSA within the 90- 
day time period, the application for ap-
proval as an accreditation body will be 
denied. 

(3) If SAMHSA does not reach a final 
decision on a renewal application be-
fore the expiration of an accreditation 
body’s term of approval, the approval 
will be deemed extended until 
SAMHSA reaches a final decision, un-
less an accreditation body does not rec-
tify deficiencies in the application 
within the specified time period, as re-
quired in paragraph (d)(2) of this sec-
tion. 

(e) Relinquishment of approval. An ac-
creditation body that intends to relin-
quish its accreditation approval before 
expiration of the body’s term of ap-
proval shall submit a letter of such in-
tent to SAMHSA, at the address in 
paragraph (b) of this section, at least 9 
months before relinquishing such ap-
proval. 

(f) Notification. An accreditation body 
that does not apply for renewal of ap-
proval, or is denied such approval by 
SAMHSA, relinquishes its accredita-
tion approval before expiration of its 
term of approval, or has its approval 
withdrawn, shall: 

(1) Transfer copies of records and 
other related information as required 
by SAMHSA to a location, including 
another accreditation body, and ac-
cording to a schedule approved by 
SAMHSA; and 
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(2) Notify, in a manner and time pe-
riod approved by SAMHSA, all OTPs 
accredited or seeking accreditation by 
the body that the body will no longer 
have approval to provide accreditation 
services. 

(g) Term of approval. An accreditation 
body’s term of approval is for a period 
not to exceed 5 years. 

(h) State accreditation bodies. State 
governmental entities, including polit-
ical subdivisions thereof, may establish 
organizational units that may act as 
accreditation bodies, provided such 
units meet the requirements of this 
section, are approved by SAMHSA 
under this section, and have taken ap-
propriate measures to prevent actual 
or apparent conflicts of interest, in-
cluding cases in which State or Federal 
funds are used to support opioid treat-
ment services. 

§ 8.4 Accreditation body responsibil-
ities. 

(a) Accreditation surveys and for cause 
inspections. (1) Accreditation bodies 
shall conduct routine accreditation 
surveys for initial, renewal, and con-
tinued accreditation of each OTP at 
least every 3 years. 

(2) Accreditation bodies must agree 
to conduct for-cause inspections upon 
the request of SAMHSA. 

(3) Accreditation decisions shall be 
fully consistent with the policies and 
procedures submitted as part of the ap-
proved accreditation body application. 

(b) Response to noncompliant programs. 
(1) If an accreditation body receives or 
discovers information that suggests 
that an OTP is not meeting Federal 
opioid treatment standards, or if sur-
vey of the OTP by the accreditation 
body otherwise demonstrates one or 
more deficiencies in the OTP, the ac-
creditation body shall as appropriate 
either require and monitor corrective 
action or shall suspend or revoke ac-
creditation of the OTP, as appropriate 
based on the significance of the defi-
ciencies. 

(i) Accreditation bodies shall either 
not accredit or shall revoke the accred-
itation of any OTP that substantially 
fails to meet the Federal opioid treat-
ment standards. 

(ii) Accreditation bodies shall notify 
SAMHSA as soon as possible but in no 

case longer than 48 hours after becom-
ing aware of any practice or condition 
in an OTP that may pose a serious risk 
to public health or safety or patient 
care. 

(iii) If an accreditation body deter-
mines that an OTP is substantially 
meeting the Federal opioid treatment 
standards, but is not meeting one or 
more accreditation elements, the ac-
creditation body shall determine the 
necessary corrective measures to be 
taken by the OTP, establish a schedule 
for implementation of such measures, 
and notify the OTP in writing that it 
must implement such measures within 
the specified schedule in order to en-
sure continued accreditation. The ac-
creditation body shall verify that the 
necessary steps are taken by the OTP 
within the schedule specified and that 
all accreditation elements are being 
substantially met or will be substan-
tially met. 

(2) Nothing in this part shall prevent 
accreditation bodies from granting ac-
creditation, contingent on promised 
programmatic or performance changes, 
to OTPs with less substantial viola-
tions. Such accreditation shall not ex-
ceed 12 months. OTPs that have been 
granted such accreditation must have 
their accreditation revoked if they fail 
to make changes to receive uncondi-
tional accreditation upon resurvey or 
reinspection. 

(c) Recordkeeping. (1) Accreditation 
bodies shall maintain records of their 
accreditation activities for at least 5 
years from the creation of the record. 
Such records must contain sufficient 
detail to support each accreditation de-
cision made by the accreditation body. 

(2) Accreditation bodies shall estab-
lish procedures to protect confidential 
information collected or received in 
their role as accreditation bodies that 
are consistent with, and that are de-
signed to ensure compliance with, all 
Federal and State laws, including 42 
CFR part 2. 

(i) Information collected or received 
for the purpose of carrying out accredi-
tation body responsibilities shall not 
be used for any other purpose or dis-
closed, other than to SAMHSA or its 
duly designated representatives, unless 
otherwise required by law or with the 
consent of the OTP. 

VerDate Aug<04>2004 00:33 Oct 19, 2004 Jkt 203174 PO 00000 Frm 00059 Fmt 8010 Sfmt 8010 Y:\SGML\203174T.XXX 203174T


		Superintendent of Documents
	2014-11-17T08:45:22-0500
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




